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I. Basis of the report 



Description, Pages 

1-11 

Claims, Numbers 

1-11 



as originally filed 



received on 06.12.2004 with letter of 04.12.2004 



These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)) 

□ the language of publication of the international application (under Rule 48.3(b)) 

D JR^Ie^nXVs^T 13 " 0 " ^ PUrP ° S6S ° f P'eHmina.y examination (under 

3 -e«^ appucation, the 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 



□ 



Wng?iTe n en"!u^ S3° """"" '""^ °° mpU,er readable ,orm is ide " tta " <° •» »™en sequence 



The amendments have resulted in the cancellation of: 

□ the description, 

□ the claims, 

□ the drawings, 



pages: 

Nos.: 

sheets: 



5 - D K'S^X'tl^-dasxS afS55?5BSr not been mada ' s,nce ,hey have 

< %S£f" aCemen ' S " ee ' Con,aln,ng such "»«*"««• mus( be referred to under item 1 and annexed to this 
6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

□ the entire international application, 
SI claims Nos. 1 1 
because: 

D SI ^SffiSe'^S StST '° ,he «*- ' which does 

see separate sheet 

D cotldbe formed ^ m S ° inade ^ ate 'y ported by the description that no meaningfu. opinion 

□ no international search report has been established for the said claims Nos 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

* oX^^^^tJ^^^^ -ep or industria. appHoabHity; 

1. Statement 

N °velty(N) Yes: Claims 1-10 

No: Claims 

Inventive step (IS) Y es: Claims 

No: Claims 1-10 

Industrial applicability (IA) Yes: Claims 1-10 



No: Claims 



2. Citations and explanations 
see separate sheet 
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Re Item III 



Independent claim 1 1 relates to a process whereby the target compound "is prepared in 
two step synthesis as shown in scheme 2". Such a reference to the description is only 
allowable under exceptional circumstances, i.e. where absolutely necessary, which is 
however, not the case here, see PCT Rule 6.2 (a) and the PCT Guidelines PCT/GL/ISPE/1 
page oo, item 5.10. 

Moreover, claim 1 1 as it stands does not indicate which technical features are actually 



Re Item V 



Claim 1 relates to a process for the manufacture of optically pure (R) or (S)-5-(2- 
am,nopropyl)-2-methoxybenzenesulfonamide by resolving the (R,S)-racemate via 
diastereomenc salt formation with D- or L-tartaric acid. 

Present claim 1 is - at least partially - unclear having regard to terms such as » ... soivents 
of the kind such as herein described* and "... base of the kind such as herein before 
descnbed since there is no description of said features in the claim 
Moreover^the passage in claim 1 reading "by using a suitable diastereomeric salts ( ) 
whose differential solubility properties exploited in a suitable solvent system at a suitable 

t^Z^ZZ^ indicates ln qulte general terms the (basica,,y known) ~«"*" 

Novelty of the subject-matter claimed can be acknowledged since none of the documents 

Reports disc,oses a process as described in ~ 

The optical resolution of racemic mixtures of optically active (enantiomeric) compounds 
hawig funcfonal groups which can react with a suitable optical active reagents, e g an 
optical act.ve acid such as D- or L-tartaric acid, to give the corresponding the 

TTnlT^t Sa, f? , a P0SSibiHty WhlCh iS baSiCa,,y kn ° Wn in the art ( see > for sample, 
D2, page 1 565, col. 1 , l.nes 1 3-30, and D3). It is also well known and evident to the skilled 

dTZn H T rati T ° f ^ diastereomeric salts - Obtained is possib.e due to the 
drfferent phys,cochem,cal properties of the diastereomers (e.g. the different solubility of the 
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diastereomeric forms) and that the efficiency of the separation, of course, strongly 
depends on the proper choice of a suitable solvent or solvent system (cf . e.g. D2: solvent 
is ethanol; D3: solvent system is water-alcohol), when fractional crystallization, the most 
common method for the separation of diastereomers, is used. 

The particular choice of a suitable solvent (or solvent mixture) and suitable temperatures 
for efficiently separating a mixture of particular diastereomeric salts having a particular 
chemical structure is considered to be a routine operation for the skilled person, not 
requiring an inventive activity (Art. 33(3) PCT). 

The method claimed is thus considered to be merely one of several straightforward possi- 
bilities from which the skilled person would select, in accordance with circumstances 
without the exercise of inventive skill, in order to solve the underlying technical problem 
^resolution of (R,S)-5-(2-aminopropyl)-2-methoxy-benzene sulfonamide to give the 
corresponding R(-) and S(+) enantiomer). 

Dependent claims 2-1 0 do not appear to contain any features which, in combination with 
the features of any claim to which they refer, add inventive matter, i.e. relate to features or 
embodiments which require an inventive activity. 

The subject-matter claimed meets the requirements of Art. 33(4) PCT (industrial 
applicability). 
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